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•023668 



#^ ^^>: 2004/6/25 



EHlicH^NH (glyceryl dibehenate) ^^l^-fe- ^*>^L£ :M-ajSl 

t^C^M-)^- slf^a^ <^ fiS^I; *)H^H ^^Ml *iH^ O.S 

***I-S.S 7fl^^ 3^3^ ^-g-* M-B!-^^. Stb *l]3^£r 

4^ *3g°m uL7}3 SD^^-O] $o] -a^o] ^ ^«fl 

£ 4 
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)023668 2004/6/25 

^5.^1 *flS^ ^ nofl rtf^ *]4^ f i£ Al ^ ^{PREPARING METHOD 

FOR CONTROLLED RELEASED TYPE TABLET TAMSULOSIN HC1 AND THE TABLET THEREOF} 

# £n(Beagle dog HI ^ ^<*| ^, a]# ^^Ml ^ ^sf 

S. 4fe -g*H 46)] ttfe}- *f|a^ <§A)- ^S.A1 ^ rflSS-A-l ^BflO] 7]^ 

S. aflS^ ^44^ <=>l-S-^t ^S.a] 6>n>ic-f ^|A>^1 , S}^® ^ 
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^ry023668 ^ 2004/6/25 

Ir^-a- X|4^$ l-^S.-a (control led or sustained Tamsulosin Tablet)^ J\]2l*# 

4 EM ^H.^-AlHS^p]]^^^^ #2l^m^ti]«mH(glyceryl 

dibehenate) ^#-g- "S^-aI?]^ ?H ^*H, ^ifl^ #ol^- p h ^ofl n}^. ^ 

r^S^ X|^$ ^SAl ^ ^ ZL ^l^Wj-^ofl ^rtj; ^Ojt}. 

(Tamsulosin HCl; (-)-(R)-5-[2-((2-( o -°ll ^ ^1 i=-Al)6il^)o>ti]i^)H^ 3-2-13)] -^1^1^^. 
<^<§)-gr €^"3 Hl^fl^l ^*fl JlIE7> fifl^^ 71313 

€- tifli^ ^«fl -f^-fl- 7fl^i iflX| -B-Jl ^#3*1 ; ZL 3)--g- 71^^- 7>#5L^-Aj^^| 

*Q ^ ^Y, ^ ^l^rAl^ tiflix^-sfl^^ 7 flAi ifl*] J^sH^r}-. t^fl 1 

S? ^1^7> ^ofl ^tf. 
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023668 



#3 Q*}- 2004/6/25 



<7> 



W*W I] 



<8> 




KCI 



^#<>1 n ^J-» altfl^ ^$f>}7] *N«IM 

# ^£ g ^#1- ^)H7> ^a^s. tf<g=«- aj)*g<q *\)d) 7 fl^V7l 

T=f^t3: *fl^ *]^M3 »H *M1 ^Hje ^ ^c^-g. ^1^1^ ^s. of-g-o] 

(compliance)* 7fl^>:ii ^ #<U ^ *m*l7fl ^g- ^ ^ 

&7l rtfl-S-^] Jl4^ ^te# ££t ^7}- 

^ ^-g- *1#>£ #^3*1 afliM^ SKHJ *1H *M1, 

sg-^ ^ # ^ oleltb *M *Ml*r «)( 

1. 
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L^^>023668 ^ ^ x >: 2004/6/25 

^4,772,4753l(tfl-§- tt*W*5L 93-72453.: o>^^1^o]o>^. 7 ].«.a1^7>o1 

3>H QmsLS.^ 4*. ^^#^^1^ ^Va^^l f^l), ^3^^ 

€*fl tb^^^-f^^imC^)^ 3H|®£: ^"7lt!- #2fl^ 7l^^ ^ fiS 

^4*h £s ^, ^]2^ #7m 

(bulkness)^r Jf^^l ^tb Jf^lS^ ^--g-^ ^-X\d\) t *U£-SL^7} #afl \+-g-^oi 

7]^: ^Hfl^ ^ofl ^)^ f ;§^Aj ^I-^^a, 0 ]^o| ^o-lu). ^ ^-4 t}=. 
^^l* ^ *f|*8°l ^>\i *fl S ofl J^-g-^- ^^-o)!^, a]t> ^4o)l rcf^ ^ 

^ ^£7]- ^^J-S]^, clofl cj-e}- ^ A-^wj-^ ^)1>]15).7> ^r^}7]} & 
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3^^)023668 2004/6/25 
<i4> oi^-e}, # 7 j$ ^efl^ pfl-f ifr^q ^a> -frtfl^og ufl °- 3. 

M-SS.^ JL*fl # #^5)5.5. o^JL, ^ £ 

» ^o)7) ^1§H 2^ ^71, ^^-Bl-g- -fh§^ 2}-^Sh7l ^ ^ J17>^ ^B] 
» *Vfr*H<>> <>}=.§.o} o^] 2 ^^7| 37lfi] ^ 

^€*H ^1^1 ^€ 3E^r *14 >fl2:*Ho> f^JI, o]» ^^1^ ^b})^ ^ 

^>7l -$Wtt ^7>^^1 ^ 7>7l . qgj^ ^ ^ 7} ^j7, ^ ^- 7 >^ 

#3 ^MlM 3^- ^-f (^-g-^ 0.1-0. 2mg/l^ ^ ^ ^»H^^^ 

-f ^7> ^MTll S)JL, Ziofl *1H ^# ^JE^ -fi-*H ^Sfl^ 7}^J£ ^o> 

<16> "d^i 7>*f) ^-<y uf#, v|z^A]^ *|]S*Hr ^ 

ol v+, 71-1S. ^#0] ^^ 7> j£n> o>v^- v^Z}- ^£ofl tcj-e)- -g-«||5L ^ 

<17> \+-g-^ ^#2]- ^» ^A]ofl 7>-§-5|-Al^ ^ ^ -g-pfloj| i-o] cf^-, -g- 

n fl* ^2: ^l^^H Jl^l ^-^« ^13:^ ^oli}, rf^ #^1, 
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)023668 ^ <£^ : 2004/6/25 

4l^T ^^Hr tfl^ ^<H*I t^, O]^^- 

3*iHr *ii<££H sa^«> 

<i9> ^ ^^ ^ ***** #t ^ n-ia-a* -fhs ^*o.s^ 3 

T 1 ^f-^-S- ^l^fl» ^SKr ^1 ^]^ol ^3. 7> 

^7>^1 A}-g- ^O.S tit!: tflS.^ ^-g- ^ 

-n-S. ^flaH <4€- ^ -B-71-g-pfl ^fl- -f ^ ^ sfl^ ^7} 

SHr ^ *<3-g- *1<^M§ ^^1^ alla^-g- 7M*>3i7> ^ ^4, 4 

jH7H jsk^ *fl^°] $M ^^oi3i ^5} j§-#<9 3*0 

<20> % ^ ^ ^ A>o]^ ^-ol^- pH 4^. ^ ^^(^MO* 

S^f-J^.*) -f}-jL ^ 2^ rj^ *<*)*,§: 3Hr ^3^1 o] iflofl^ 

2^7] <a^e>7ll <£0_3. *1^ 6.S. «j-#53£.^- *H ZL <M Ol^-g: 7fl^i^l^5l)- ^-A] 

^ ^^-g-i- ^1^ <§^>' ^^1» 4^ ^Olu). J17>51 ^fl 
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]^jpD023668 ^ 2004/6/25 

<2i> ^ ^ .s.^*. aflat ^7>^ ^ A^XJ- tfl^ *J^Mr 7 >^ 

* °1» *fl2^ ^^Ali^^ ^^§5.^(3)^ ^1 ^ *1 u) ^ (G 1 ycery 1 

dibehenate)-!- S^-sKr Jf^afl o] ^^-^^ 7 >^-<^ <3^H^ #7fl» 5E^Rr -g-^fl 

<25> ^ofl 4^ ^2:^^^^ ^^rSl ^<?JM1 -g-*fl A] ^ *]} 

■gr^SA^ ^°J\o\] A>^ fe <*a). ^s.X\ i ^^«-o]l rfl^o^ io ^} 150 
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023668 2004/6/25 
^H, «H^*}>flSr 25 xfl^l 120 ^^-o]zl, «>^3j^7flfe 35-100^-^11} . 

€€€■5-^^ ^a1^o.sa1 pHofl 2£*H A|s cfs ^ 

=L <&■& If^AS A>^-5j7H 3*3^: <H|^tfl, tiS-i! 1 ^Wfl cfl^-c^ ioo ifl 

*] 500 <#SL5L A>-§-£)^, w>^*»im 180 ^x) 300 ^^o]cf. 

#7HH A>-g.£|fe. -g-^o. <*a> hJ-^a] ! ^-"ofl tfl^c^ 50 tfl^l 500 <£<>1 
^, "1-^lWMl^ 100-350 ^%=^, H}^}*MI*r 200-350 ^^o]rf. 

°1 ^-f =L %^ 5 ifl*| 80 W>^*>7fl*r 5-50 f^Jfojo}, c)^- flV^^J-Xl 

15-35 ^^o]cf. 
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^^023668 2004/6/25 
^ ^ ^ ^S.AJ AHoflA^ ^^^j- ^-Tfl tfl 

^ ^M**^ -§-##^ Ai«^ §4. Aj-^ojgi. Compretol 888 ATO®f- 

^ *r 54^, ^SAJ 1 ^^ofl tfl^H io 200 ^^3. A>-§-^ji ? w}^ 

25 ifl^l 150 , ^ *}^f!Wl$= 50-100^^-S. A}-§-*}^ £f *) = 

^-AlS^.^^^^^^^- ^^^^ f^fl^ ^-^Aj- ^6BAj-6)]A^ Jl-f}-<2] ^AJ o. ^ ^ 
^ ^-Ajo] OjOjnS. JL*)] ^-A>^ ^^j. ttj-^^c^ ^sj-^-ofl .g. 

a]^o> ^ ^Bfl # o.*)x\?\ s.^^. <u^\7\) ^M, <>1S 

^m^t> Al^o] B^g- 7M7l ) ^ ;g -a} <~ 7 ] ^tfl A>-g-^ 

^ 3lt±. S'S^G-g-Tr Metolose 60SH4000® a>-§-^ ^ ^ o.^ , <£a> *§-^3.aJ l ^Jfo)] 
tfl*H 10 xfl^l 300 *}-%-^ZL, v}^S}7\)^ 25 tfl*l 200 ^^-3. A>-g-^ 

^ ShinEtsu Metolose® 60SH-4000, Metolose® 60SH-50 ^]^.^-a1^s.^b]|^ 

ShinEtsu A>ptfl^ HPC-L®fif ^ ^^-^^ A ^ 7 ^ ^s,SL^9l is] 

^^-a] ^3.11 ; ^ ShinEtsu a>^^| HPMCP®^- ^ H-Tfrti- *1 :e.^-a] €1:3.-2- 

- ^-f-, ^ ^^1+ ^Bflc|-^AV pj-ZLLil^, ^ 
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9023668 ^ 2004/6/25 

<34> (A) ^^-^ 31^ #31 : 

<35> -B-JL ^ ^§^5] <*A> ^^.Al l^^l- <9 SHIP'S, #, SE^ o] 

^ -g-ufl 150-500 HV^2j^>7fl^ 180-300 -g-^Al^ rf-g-, cJ-a] 

^14 = *]E^Al^|D||| fS j>A (A ) 10-150 w>^^-7flfe 25-120^^, 

Dj^r «>3-*|«M)^- 35-100^^* -8-*fW*i 
<36> (B) ^ ^ : 

<37> 312^ *] 3=45. a] ESUi ^1;^^(B) 50-500 H>^-2j«»fl^. 

100-350 c]^r «>^§>7fl^ 200-350^^5} 10 ~ 2 00 ^3=Jf ,. «>^- 

25-150^^, Dl^r «HM*Mlfe- 50~100f^Jf« S^-*Hr ^#^1 (A) ^ 

W£r -rr^ 300-700 , «>^*|*MlTr 400-550 ^ 

<38> (C) #31: 

<40> ( D ) 7fl^ #7fl: 
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1^^)023668 -t^ 2004/6/25 

^ 5-80 "W^Tlfe 5-50 f^-SfoH, ^ *|r= 

^liSlilltSiif Af-g-^- 3^ zi ^7>%=-8r 10-300 , B^-S^fe 25-200 4 

*1 ESUfS^if A}-§-^ ZL ^7>^ 5-120 T3>^-^)*>7fl^ 

15-100 ^~g-H. n ^7>^ 10-300 »>^^7flfe 

50-150 ft^°14. 

<43> ^7>^ ^*M7lfc *>q-, tfljua 3-40 Wf . 

5-20 ^^o-]cf. 
<44> (E) B)-^ 

<45> J^t-fr ^^^1 EMJSH ^^4. 

<46> W-^H, &<>Hfe ^ wj-^o] s^-a]- *]2=^-X|=3. 

-^ofl #5L^- n ^7> tij-t-o) ^jo^ - ^rfig o>u|e). 5E^>^ 

<47> ^6)1 rcj-S. <gAj. f i£ Al »J"^ #2fl^ O] ^ 

ZLtflS. Ol-g-t =- 7 > SiJl ZL ^o] TV^H Aj-o^ ^Ajo] 
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)023668 #^ Q*}: 2004/6/25 

4-£. # OJ HH ^S. pIH] 4= -g-* 3^0) ^b>^s) ^^^osfe 

Wfr <«. ^-Efl, tfl^ 4134) ^ g ^ *IMH^ ^ 

^5L, * ^ ^ ^ 4<£^ ufljfl ^ ^ ZLB^^H 

^ -& 3*fl^ *)4=^ £ <£^°1 o.^^ 0.1mg/^(lSl 1^ ^) 

Stt 0.2mg/^(l^ 1^ ^)*\ <$<LS. ^-s}±r w>^-3j^>c}-. 

<49> o}^} ) ^ A ]ej| f ^. ^ -M^§>7lS. o}^ J± ofl^ 

<50> [^[AH 1] 

<5i> ^>7l S^-i- rf-g- ^ O.JL ^S^rf. 

<52> <*A]- EJ-^A} Q.2g 

<53> n^-A> ^ JEL^- A] € ^1 € M^Li (A) lOg 

<54> n^-A]. ■&] = J=-X| ^ ^l-S^^i(B) 65g 

<55> ^ 99. 8g 

<56> 15g 

<57> Met o lose 60SH-4000CA) 15g 
<58> Met o lose 60SH-4000(B) 20g 
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02 3 66 8 #3 2004/6/25 
^eHo>^AVp>ZLv|l^ 2 g 

T=£^^*\-$r ^-B-7l-g-nfl(o]]^:^- =8 :2) 60ml<*f| ^91 ^ <^7H a^hX). 

^.S-^^^-il-^^iCB), Metolose 60SH-4000(A) , #e)^|^r^w]§lu)Hl- 4s °J7H 

°W ^7>§H J(L, ^2:^-^^. o] #2:^ t^g- Jf 

^XlS. Metolose 60SH-4000(B)*)- Sh3}*||3. ^W^-iM^ll^ 7 >^}^ t=h§- Bj-^M 
1^ ^S^l 0.2mg^r ^-fr^fe *]#^ <g&t}-. 



<6i> 2 ] - 

<62> *>7l ^ rf^- ^ o.s. ^lS^tf. 

<63> <gA> B*-^Aj 0 .2g 

<64> h^j -3"1 ^^.a] ax S pfl ^ ^l-s.^ ( A ) log 

<65> S^-XJ- *l£.S.A]=S.^p))^^ S ^( B ) 60g 

<66> -fr^ 94. 8g 

<67> #5l^l^ttl«lu|H 15g 

<68> 4^ ^^L 20g 

<69> i*K3l-$Mcilfl<# 2g 

^S.^ ^-fr7l-g-iifl(cfl^:l-=8:2) 50m H ^-o] cf^- c^H = ^-i> 



<70> 
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^ )023668 ^ 2004/6/25 

^^S. ^E^m^>ZLvil^ 7}-*H *fl£^-£ ^ ^§713. 1^ ^JL4] 0.2ing^ f- 
-B-«H=- <££4. 

<71> [^AHl 3 ] 

< 7 3> ^SAl 0 .2g 

<74> sig-A). ^^^^^^^^^^(a) 20g 

<75> n^-A]- J= Jf-A] ^s.^ Dl] ^ ^1-5.^^(8) 70g 

^ -n-^ 104. 8g 

<7?> t^ll^l^S 15g 

<78> ^^l^rS. ^JE-^-AlHS^g^lrS.^.^: 11 15g 

<79> Metolose 60SH-4000(B) 30g 

<so> i^l^SM-liifl^ 2g 



[-a*H 4] 

^ a] o.2g 
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^P* 023668 #^ ^*>: 2004/6/25 

<84> ^%AV §] ^3,£_*i(A) lOg 

<85> =^-A> «|EfA)£Sitill|fS^(B) 55g 

<86> n^xy §1 ^ a] £i| v\] ^ ^»S-^.^(C) 5g 

<87> tt^ 89. 8g 

< 88 > 15g 

<89> ^ 20g 

<90> ^^l^^^>Zlt|l^ 2 g 

<91> [4^H 5 ] 

<92> «l£SAl£ S ||t s ^A( Metolose 60SH4000)* ^fl^^-A} ^7>^ ^4 ^-sq^v^i^ ^ 

<93> ^-t_> t^^ A J 0.2g 

<94> h^-aV ^ j= ^- a] nfl ^ (A) lOg 

<95> HTg-A]- ^1=^-A]5.S^^^^1-S.^.^(B) 55g 

<96> Metolose 60SH4000 5g 

<97> -fr^ 89. 8g 

<98> 15g 

<99> 20g 

'loo ^EHo>^Aj.n>^ti]# 2 g 
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D023668 ^ 2004/6/25 

<ioi> 6] 

<102> 28g A}-g-i£ 3^ ^<q^. J1 - > 2Si5( . je.^^ ^ o. s ^ # 



<103> [^aH 7, s, 9, 10] 

<104> x£iH+ S) SL^A] * JL3£ :§ «3JL£i<B)* 20, 30, 40, 50g A>-g-^ ^ aflS^jifc, 

<105> [^aH ii, 12, 13] 

<106> i= 3-a] ES^i ^ «S.SLi(A)* 5, 10, 15g Aj-g-^ ^l^^ZL^, ^AHl 

33)- ^ 0£ *]^Aj ^(s^cj.. 

<iot> [^aH 14, 15, i 6 ] 

% 

<ios> #B]^im^wi*mH» 5, io, 3o g Aj-g-tb ^i^^-zL^, -a ah 4^ 

<109> [^AH 17] 

cll0> i*lpa*:3SH|««ffl(5:5) 40ml» a>-§-^ x\)2\*}51^, ^aH 42}- ^ 
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^ 5023668 ^ ^ x >: 2004/6/25 

<m> [tilJH^] 1] 

<112> k}7)°] S^^t £fe ^-^o] 3^3. ^fl^o^. 

<H3> <*Xj. 0.2g 

<114> ^ 150g 

<U5> *l*#Bl**m-H-S- 5g 

<ne> ^^Hm^-i-al^ 10g 

<H7> ^B|]6>^^P>ZLVll^ 2g 



<118> [^ofl !] 

<H9> ^x\q) 2, 4, 5, 11, 14, 16«^1 ^ *f|S€ tfl^H ^ofl ^ ^1^11 £1 

^ 2.^1 -g-#^^* <^]*>5^. 

<120> 1) ^6B6| 2-^)] 

^ 500mHl -€-^1 S*H1& #^^s^o1e 80 -g-efl^-^OO) lml » 7m A}-g-*>°|t)-. 

7flA] 2Al^V ^ Al-^ofl^- 37 d9.5\: t pH7.2^ <y^^^<5n 500mlS. ^1^^^ 

<122> 2 ) 

<123> ^ s ^l3^}£n2fl^(HPLC)f °l-§-*H ^^53^ ZL 

<124> • ^#71 : ^><q ^^^(^^ 225nm) 

• ^ : Capcell Pak® 3mm>i50mm, 5/m C 18 (0DS) 
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#3 QxV- 2004/6/25 



<126> 



• ^^rS. : 40 °C 



• °l-§^h : 0.05N ^j-^^AV ^ 4a|^e|o] ^#(7:3) 



<128> 



• : 50/rt 



<129> 



£<H*1 ^» £ 14| q-Ej-^tJ-. £ r_ A _, - ^x\<% 2 4M 3^ 

5 4H o3o^ ^*\]<H, !-_+_, ^ n<M ^^jj^ f - ^ H 14ofl 

^ 3*03. r -0-j ^ -a*14| i64H ^o^^i «gA> ^saI sg^- -g-##^ q- 



^ A H1 44M ^fl^ -g- ^4| trf-g. Al^^o.s>H, a] jaofl i^a) 



<g<^;*l ^ig ^jjj-s. S iif £ 241 M-Bj-iflt^ f £ 24| r -0-j 4 r -#-j 3" 
3- al5L4| 1 ^ ^a]6)] 44|^ <£o]z\ ^^141 tfltb ^ ^3.^ ^4] ^-g- % 

€44H $X%°] -8*14) 44H ^-Al^>ofl ^ ^--g-Aj^- t^iflfe. 

^«9* ^^11^ a-ojq-. 



<131> 



[^^41 2] 



<133> 
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<136> [ S !] 
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<137> [-Mefl 3] 

<138> 4*1H ^S^l 0.2mg^- ig-fi-SKr Al^o_SAi£] ^414 ^ 

^ <*A> Tg^sLX] 6> u > il o.^A> ( ^>^®^) * 7}X)51 <#7) ^6f] 14 ^ 

<139> <^]*} ^3lj-> 

<140> ^ 141 £ 3°fl M-eHIH, r_ 0 -j ^ ^ r-*-j .$=r 4<*M <£<^ ^ 

t^^J ^-€^14 7^ -§-# <8^* 

<141> [-a^ofl 4] 

<142> ^Ajflfl 4*IH ^ofl rcJ-S. Aj^^jO^ AVfr^al, ^Efl^ 
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<143> <-^^^ij.> 

<145> E 4 6fl^ r_ 0 -j ^ ^ r_ # __, - ^ 4o)lAi o}^^ ^^X\%^)s^ 

1^ 



<146> [^ofl 5] 

<147> ^aHI 4<^H 0.2mg# f--fM*Kr ^ 40 "C , 75% RH 

<148> <^-^ 

<149> $34-* *>7]S} a 8°1) M-^lflt^, ^Jf^ SHlS|Tr ^^-ofl Hij-s. -g-*fl 

<150> 
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IS. 2] 







0 


2 hr 


3 hr 


5 hr 




A 


0.0 


24.6% 


57.2% 


89.6% 


B 


0.0 


23.5% 


56.1% 


89.9% 


C 


0.0 


27.1% 


58.8% 


84.5% 




0.0 


25.0% 


57.4% 


88.0% 


6 


A 


0.0 


26.0% 


58.8% 


90.9% 


B 


0.0 


24.8% 


55.1% 


88.5% 


C 


0.0 


26.3% 


59,6% 


89.4% 




0.0 


25.7% 


57.8 


89.6% 


40"C,75%RH 

6 7m?m- 


A 


0.0 


23.3% 


56.8% 


89.4% 


B 


0.0 


26.8% 


55.6% 


92.5% 


C 


0.0 


25.5% 


58.3% 


90.2% 




0.0 


25.2% 


56.9% 


90.7% 



<151> [^of) 6] 

<i52> >fl 7 fl^ 4^1 «j-i*h 44 44 aMUfr -*7l ^<4) 14 ^ ig-igo. 

S #3: ^-^l^r tifl^l (Batch) ^fl4 ^^>J1, 4^ s.£) ^% -g-#^^^- ^a]^><^ ufl 

*1 # ^7>45it^. 
<153> is. 31 





0 


2 hr 


3 hr 


5 hr 


A 


0.0 


25.6% 


55.7% 


90.1% 


B 


0.0 


24.8% 


55.1% 


90.4% 


C 


0.0 


26.2% 


56.3% 


89.7% 



<154> 



<155> ^- 7 ] S S 6$X\ ^0]s\^ 44 ^. ol> ^ ^4 ^ Dfl o. 3^ ^.g. 7 ^^j. ^ 
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<156> [-itH 7] 

<157> ^AH] 4 ^ ^AHl 17^ tt|-5f *fl2^ 5§*H tfltb ^^flA]^^- ^^.^cf. 

<158> <-M"^ ^2)-> 

<159> ^7} ^ 4sL^B\, JL^SLS. $-7) -§-x»fl7> ^^£)^-g-# ^<>M ^ 

<160> is. 4] 



i?4 


ICH 7|$* 








5000 ppm 


288 ppm 


17 




5000 ppm 


96 ppm 




600 ppm o|§h 


29 ppm 



<iei> *ICH - International conference on harmonization of technical requirements for 

registration of pharmaceuticals for human use. 

<162> ^•o] j ^-tgofl ttj.^. cgX)- ^ S X| ^*,]o] ^^^r 

£°l*l*r £^ ^ &°] It^lSAi A>-g-^-7l ^«^|, tcl-S ^ ^ #Sfl» 

Jf^lSr ^^Ml ^S^iL jiL*) ^<g1j}jL, £2: S^SL *^5|01 ^ 

»1 -fM-g-nfl!- »l7im ^7> ^JlJELig. -^7]-g-nfl <?ltb ^ ^-^7} SEtb ^ 

^ 1-^ -S^Sr-I- -g-ol^Tfl ^7]- o i j Lj 377]. £^o]uj- ^7>^^1 ^-^V ^ 

^ ^-71- ^Aj ^-Aj-^ol ^ ±^. f 7fl^, Bf^^ 3)-^^- 
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4S tfl^aj ^ ^ "t^ -g-^* o}% ^7} &SLvi\, ^ 

°fl *W pH ^ofl 4^ 6^ « 0 V#^=(^##) 

^ ^ ^ ^ifloflAi ^^^711 >1H€ 7>^>JE.S. >M °1 
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1] 

^s)^ ^-iS^l ^(controlled or sustained Tamsulosin Tablet)^) »1 

.[^W 2] 

9X°]*), ^7lf (B) <3^- ^ ^TlH JM*«H, (O £2: 

3] 

*flr$- ^12%o)1 fl^W, ^-7ltb (B) <3^- g #7|) £E^r (C) ^ #7H1 ^ 
4] 

^l^- SE^ *j]2^| &<>H, ^"71^ -g-nfl 7 } ofl^, ^Sj-^^^l #3. ^-f-^^lfe- S 
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5] 

*Hl* afe ^12*^1 a^'H. ^7l^r (A) ^2: #3H^ ^ SE^-A> ^jel-IH 

= S€1l€tSiifi] ^7>^ol <gA> ! f^Jfofl tB-srH 25-120 ^^o)ji ) aJ- 7 ] 

t!: (B) <3^- ^ ^ #tHH^ ^]2^1 -S-] ^ a] ^fcl) ^ 41-31^.^ ^7>^o] ^ 

^S^l 1 tflsH 100-350 ^3.41 

6] 

*fll*J- ^12^} 5&<^i, # 7 j^ (B) ^ 2^ ^TiHH^I 
%7}*$ Q ) ^ ^S^l 1 ^JjMl tfl*H 25-150 ^^tl ^^1^1 *fl2:#^ 

7] 

*lU*J-ofl &<^, ^-7ltV -M^ ^7>^o] 1 tfl*M 180-300 ^ 

I^T 1 * 8] 

*fl3%<>11 Si^l, ^-7]^ (D) -f-^^ll ^fl^ #7HH ^7>£]^ ^7>^1 <*^r 

fi5. A J 1 tfl^, $7}^ ^-f , »13^ H*^> *1 JEL^- a} HS^pII € €1:5.^^^ 

5-80 *l£SAl5alD|llltSiife 10-300 ^-^r 10-300 #^^1 

9] 

*ll 1^ ^2^1 ^<H^, ^7ltt (B) ^ 2^ #?iHH -fi-^o] ^ bJ-^aI 

1 tfl*H 300-700 <#o.5. ^7}^ X|4^ tiS^l *fl2:^ . 
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10] 

*HlD- Sfe *)12*J- SEfe »l7*j- 5£fe- *I181M1 4^ ^12:^1^ *|#^ ^ 
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3] 

100 r 




e 8 - 



•s 6 - 




Time (hrs) 
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